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Objectives: In August 2007, the Food and Drug Administration (FDA)
released a public health advisory recommending that over-the-counter
cough and cold medications (CCMs) not be used in children youn-
ger than 2 years. Our objective was to assess parents’ awareness and
understanding of the guidelines.
Methods: We surveyed caregivers of children younger than 2 years
in the emergency department of an urban tertiary care military hospital
where civilian patients are also treated. After completing the survey,
caregivers received a handout explaining the FDA’s recommendations.
Results: Our response rate was 99% (264/265). First-time parents
constituted 45% (114/251) of responders. Education level was high
school, 21%; some college, 36%; and college graduate, 40%. Thirty-one
percent (77/247) were aware of the FDA guidelines. Of these 77, 44
(57%) reported the guidelines indicated CCMs were not safe in children
younger than 2 years, and 18 (23%) saidCCMs have caused death. Twenty-
six percent (68/264) did not give CCMs to their children younger than
2 years, and 40% of these reported it was because of learning about
the guidelines; 63% (165/264) reported CCMs were effective, 11% in-
effective, and 27% did not know. Fifty-seven percent (151/263) re-
ported CCMs were safe, 12% unsafe, and 31% unsure. Twenty-two
percent (31/143) planned to use or continue to use CCMs in their
children, 34% did not, 23% not sure, and 21% only if their doctor
advised it.
Conclusions: The majority of caregivers were not aware of the FDA
guidelines on CCM use in children younger than 2 years. Most thought
CCMs were safe and effective.
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Americans have more than 1 billion upper respiratory tract
infections each year, and children average 3 to 8 colds an-

nually.1 Over-the-counter (OTC) cough and cold medications

(CCMs) include classes such as antihistamines, cough suppres-
sants, decongestants, analgesics, expectorants, and sleep aids.
They are widely used in children of all ages despite unproven
efficacy or safety and regardless of labels recommending that
parents seek physician advice for children younger than 2 years.2

The most comprehensive review of pediatric fatalities from non-
prescription CCMs over a 50-year period revealed that 103 deaths
occurred in children younger than 12 years, and 77 cases (75%)
involved a child younger than 2 years.3 These OTC medications
were used to treat a nonYlife-threatening, self-limited illness.

In August 2007, the US Food and Drug Administration
(FDA) published a guideline recommending that OTC CCMs
not be given to children younger than 2 years because of un-
proven safety and efficacy. Many parents are unaware of the FDA’s
recent public health advisory.4 In 1 study of parents sitting
in pediatricians’ offices, 73% were aware of the FDA’s recent
recommendation against using these medicines in children
younger than 2 years, 70% believed these products relieved
symptoms, 68% did not believe they were dangerous, and 74%
had them at home.5 No report has published what proportion
of parents visiting an emergency department (ED) know about
the FDA’s guideline and whether they believe the medications
to be effective and safe.

The objective of our survey was to assess parents’ aware-
ness and understanding of the FDA’s recent advisory on the use
of CCMs in children younger than 2 years.

METHODS
We conducted a voluntary 14-question survey on a conve-

nience sample of English-speaking parents or primary caregivers
of children younger than 2 years in the ED of an urban tertiary
care military hospital where civilian patients are also treated.
Approximately 53,000 patients are treated annually, of which
50% are family members of active-duty military, retirees, or
civilian patients.

Survey questions were piloted on a small sample and then
revised. In an attempt to reduce bias, questions about CCM use
were put at the beginning of the survey, and questions about the
FDA guidelines were placed at the end to minimize influence on
the usage questions by new knowledge of the guidelines. Trained
research assistants were given a script for approaching and in-
viting participants to respond to the survey questions. They dis-
tributed and collected the paper surveys while the patients were
in the waiting room and noncritical care areas of the ED at all
hours from February to August 2010.

With the survey, we queried patients on the parents’ use of
CCMs in children younger than 2 years, the perceived safety
and effectiveness of the medications, and knowledge of CCM
ingredients and adverse effects and ended with the parents’
awareness and knowledge of the content of the FDA’s public
health advisory. Some questions were multiresponse items. On
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completion of the survey, the research assistants gave participants
an educational handout explaining the FDA’s recommendations
on CCM use in children younger than 2 years, along with rel-
evant links to the FDAWeb site. Data were analyzed using de-
scriptive statistics. If an incomplete survey was returned, the
completed questions were included in our analysis. Our insti-
tutional review board reviewed the study and exempted it. No
protected health information was collected.

RESULTS
Two hundred sixty-four of 265 surveys were returned,

giving an overall response rate of 99.6%. First-time parents con-
stituted 114 (45%) of 251 responders, and 22 (8%) of 264 had
2 children younger than 2 years. Of 250 participants respond-
ing, the highest education level obtained included some high
school in 7 (3%), a high school diploma or equivalent in 52
(21%), some college in 90 (36%), and a college degree (asso-
ciate’s, bachelor’s, master’s, or doctorate) in 101 (40%).

Seventy-seven (31%) of 247 responders were aware that
the FDA had released a guideline on OTC CCM use in young
children. Of these 77, 44 (57%) understood the guideline to
say that CCMs were not safe in children younger than 2 years,
18 (23%) said these medications have caused death in this age
group, 26 (33%) reported insufficient information existed so
they should consult their physician before use, and 10 (13%) said
that CCMs can be dangerous but if used appropriately were safe.

Among 264 responders, 68 (26%) did not give CCMs to
their children younger than 2 years. In 60 parents of the 68
who gave a reason for not giving these medications, 24 (40%)
attributed it to learning about the FDA guideline. Those who
administered medications to their young children gave various
drug classes including analgesics, antihistamines, antipyretics,
cough suppressants, expectorants, and decongestants.

One hundred sixty-five (63%) of 264 responders reported
that CCMs were effective, 29 (11%) reported they were inef-
fective, and 70 (27%) did not know. Of 263 participants re-
sponding on the safety of CCMs, 151 (57%) felt they were safe,
32 (12%) unsafe, and 80 (30%) did not know. One hundred fifty-
two (58%) of 261 respondents were not aware that some cough
and cold preparations contain more than 1 drug combined in
1 bottle, strip, or tablet.

With regard to speaking with a physician before adminis-
tering medication to their children, 63 (25%) of 253 reported
they asked every time, 63 (25%) asked sometimes, 69 (27%)
inquired only if their child was ill, and 58 (23%) did not speak
with a physician. On the frequency of seeking medical care for
their child for a cough or viral cold, 27 (10%) of 259 said they
did so every time, 137 (53%) did sometimes, 41 (16%) sought
care only if their child was very sick, and 54 (21%) did not seek
care for coughs and colds.

In response to how often parents give their children medi-
cine to help them sleep when they have an upper respiratory
tract infection, 185 of 263 (70%) said they did not give medi-
cations to help them sleep, 27 (10%) did give medications, 7
(3%) said only when they travel, and 44 (17%) reported only
when the child was ill.

Parents reported 477 responses for possible adverse ef-
fects from CCMs: 187 (39%) sleepiness; 73 (15%), tachycardia;
66 (14%), diarrhea; 42 (9%), stomach ache; 27 (6%), rash; 20
(4%), seizures; 27 (6%), no adverse effects; 31 (7%), death; and
4 (1%), other.

Regarding reading the medication label before adminis-
tration, the majority of 256 respondents stated they did every
time (154, 60%), most of the time (35, 14%), or some of the

time (32, 13%), 14 (6%) never, and 21 (8%) said not if it was
a medication they use frequently.

Finally, of 143 respondents on the continued use of these
medications, 31 (22%) plan to use or continue to use these med-
icines in their children younger than 2 years, 48 (34%) do not
plan to use them, 33 (23%) do not know how they will respond,
and 31 (21%) will use the CCMs only if approved by their
physician.

DISCUSSION
Our study found that less than one third of parents and

caregivers of children younger than 2 years were aware of the
October 2007 FDA advisory recommending that CCMs not be
given to these young children. This is an important finding be-
cause the majority of the population surveyed had some college
experience or were college graduates. It suggests that the FDA
advisory panel may need more intensive marketing to reach the
parents regardless of their education level.

In addition, we determined that knowing about the guideline
and knowing its content are unrelated. Just over one half of the
small proportion of parents who were aware of the guideline was
able to explain that the advisory recommended avoiding CCM
use in children younger than 2 years because of safety concerns.
Only one fourth of responders recognized that CCM use had
caused death in this age group.

Many families have young children who develop common
illnesses such as coughs and colds. Working or single parents
(results of military deployments) often must use child-care cen-
ters where respiratory tract infections spread readily. Parents
may use OTC cough and cold preparations for their children’s
comfort or for their own needs despite no proven efficacy or
safety. This constitutes an additional problemVthe perceived
safety and effectiveness of the CCMs in these young children.
More than one half of responders reported that these medica-
tions were safe, whereas almost two thirds stated that the med-
ications were effective despite the lack of scientific evidence.6

Moreover, even though most parents read the medication labels,
the caregivers were unaware that many OTC CCMs are com-
bination products. This could lead to problems if mixed with
other medications.

Although one fourth of responders stated they did not give
CCMs to their children younger than 2 years, few attributed it to
learning about the FDA guideline. Before receiving the educa-
tional handout, only one third of responders said they would not
give, or would not continue to give, these medications to their
children younger than 2 years. Study participants commented
that they were surprised by the information given to them after
filling out the survey. Most did not know that these medications
had been removed from the market for this age group. This is
concerning because it could lead to caregivers using adult cough
and cold medicine in younger children, thus increasing the risk of
inappropriate dosing and adverse events.7Y9 Our study showed
that a number of parents indicated that they had gained important
information to help their families.

Other surveys done since the FDA recommendation have
shown similar results. Hanoch et al10 did a survey that ended
45 days after the FDA first announced its recommendations.
They assessed parents’ knowledge of the new FDA recommen-
dations, whether they trusted the FDA, and if it influenced their
decision to use OTC CCMs for their children younger than
2 years. Two thirds of parents were aware of the FDA guideline.
Of these, 33% said they would continue to use OTC CCMs for
their children, and 37% were not sure. Our survey occurred ap-
proximately 3 years after the FDA advisory and showed that
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only one third of caregivers were aware of the guidelines. Hanoch
et al10 further showed that one third of parents surveyed could
not identify active ingredients and tended to give more than
1 drug at a time, whereas 86% did not store these medicines in
a safe place. Half of those surveyed were not sure whether to
trust the FDA recommendations.

Lokker et al8 collected survey data from 3 health care cen-
ters looking at caregiver understanding of dosing and usage of
OTC CCMs in children younger than 12 months. Of 187 care-
givers, 87% were the child’s mother. Literacy and numeracy tests
were done before the survey. Fifty percent of caregivers said
they would use cough and cold medicine labeled specifically
for infants just by looking at the front label. Caregivers were in-
fluenced by packaging style, text on the packaging, and graphics,
such as teddy bears or infants on the packaging. Only 50% of
caregivers were influenced by the dosing instructions that rec-
ommended physician consultation before use in children youn-
ger than 2 years and said they would use the medicine for
their children.8

Our study has limitations. This was a single-center study in
a military hospital and may not be generalizable to other settings.
However, upper respiratory tract infections are common, and
parents frequently seek care for their children experiencing them,
so the military setting may not impact the study findings. An-
other limitation is the high proportion of college-educated study
participants. It may seem logical that if an educated group is
unaware of the FDA public health advisory, then a less educated
sample could possibly be less aware of the FDA guideline. How-
ever, Vernacchio et al7 found that CCM use was not strongly
associated with personal and demographic factors including
parental education. In addition, the survey design (order of ques-
tions, looking at the latter questions first) may have biased
participants to be overcautious in their responses and may not
reveal the true level of awareness of the FDA guideline. This
would overestimate awareness of the FDA advisory. However,
to reduce bias, we placed general parental practice questions
about CCM use first and then ended with specific questions
about knowledge of the FDA advisory. Moreover, the survey
was anonymous, which should minimize bias. Finally, parent
responses in the ED setting may not reflect responses in a less
serious setting or in a nonYhealth care environment.

In conclusion, the majority of caregivers were unaware of
the FDA advisory recommending that OTC CCMs not be used in
children younger than 2 years. Most thought these medications
were safe and effective despite the lack of scientific evidence.

REFERENCES

1. Vorvick LJ, Zieve D. Common cold. Medline Plus. Available at:
http://www.nlm.nih.gov/medlineplus/ency/article/000678.htm.
Accessed February 12, 2010.

2. Sharfstein JM, North M, Serwint JR. Over the counter but no longer
under the radarVpediatric cough and cold medications. N Engl J Med.
2007;357:2321Y2324.

3. Dart RC, Paul AM, Bond GR, et al. Pediatric fatalities associated with
over the counter (nonprescription) cough and cold medications.
Ann Emerg Med. 2009;53:411Y417.

4. Public Health Advisory: FDA recommends that over-the-counter (OTC)
cough and cold products not be used for infants and children under
2 years of age. Available at: http://www.fda.gov/drugs/drugsafety/
publichealthadvisories/ucm051137.html. Accessed February 4, 2010.

5. Garbutt JM, Sterkel R, Banister C, et al. Physician and parent response
to the FDA advisory about use of over-the-counter cough and cold
medications. Acad Pediatr. 2010;10:64Y69.

6. Smith MBH, Feldman W. Over the counter cold medicines:
a critical review of clinical trials between 1950 and 1991. JAMA.
1993;269:2258Y2263.

7. Vernacchio L, Kelly JP, Kaufman DW, et al. Cough and cold medication
use by US children, 1999-2006: results from the Slone Survey.
Pediatrics. 2008;122:e323Ye329.

8. Lokker N, Sanders L, Perrin EM, et al. Parental misinterpretations of
over-the-counter pediatric cough and cold medication labels.
Pediatrics. 2009;123:1464Y1471.

9. Shehab N, Schaefer MK, Kegler SR, et al. Adverse events from cough
and cold medications after a market withdrawal of products
labeled for infants. Pediatrics. 2010;126:1100Y1107.

10. Hanoch Y, Gummerum M, Miron-Shatz T, et al. Parents’ decision
following the Food and Drug Administration recommendation:
the case of over-the-counter cough and cold medication.
Child Care Health Dev. 2010;36:795Y804.

Pediatric Emergency Care & Volume 28, Number 9, September 2012 Parent Understanding of Cough & Cold Medication Use

* 2012 Lippincott Williams & Wilkins www.pec-online.com 885

Copyright © 2012 Lippincott Williams & Wilkins. Unauthorized reproduction of this article is prohibited.


